TOCYIAPCTBEHHBII KOMUATET I3APKAVHBI KAMITOT

11O CTAHOJAPTHU3AIITUI ITA CTAHIAPTBI3AIBII
PECITYBJIMKH BEJIAPY Ch POCIIYBJIKI BEJIAPYCh

CEPTHOUKAT }
OB YTBEP)KJEHNH TUIIA CPEICTBA U3MEPEHUIA

@ Ne 20542 ot 18 aBrycta 2026 T.

Cpox meicTBUS — GECCPOUHO

HaumenoBanue 1 0603HaueHNE €IMHIYHOTO 3K3EMIUIpa TUIIA CPEICTBA U3MEPEHUH:

AHAIH3aTOP Ta30B M 3JIEKTPOJUTOB KPOBH: CHCTeMa aHaJu3a KpoBH epoc/epoc Blood
Analysis System

3aBojckoit Homep: 3316 / TIH11HL701370

[IpousBOUTENE:
«Epocal Inc.», Kanana

Bragenern ceprudukara o6 yTBep KI€HUH TUIIA CPECTBA U3MEPEHUH:
000 «B9M Unxenupunr», r. Munck, Pecny6siuka besnapycn

MeToauKa ITOBEPKU:
MILITP 1135-2026 «Cuctema oGecredyennss equHcTBa H3Mepennid PecnyOaukn benapyce.

AHAJIH32TOPBI Ta30B M YJIEKTPOJUTOB KPOBHM: CHCTeMa aHa/JIu3a KpoBH epoc/epoc Blood
Analysis System. MeToguka noBepKm»

MHTepBasl BpeMeHHN MEX/Ty rOCy 1apCTBEHHBIMU ITOBEpKamMu: 12 MecsinieB

Tunm cpencTB W3MEpeHUH yTBEPKIEH IIOCTAaHOBIEHHMEM ['0CYyIapCTBEHHOTO KOMHTETA
o crangaptusanuu PecmryOmuku bemapycs ot 18.08.2026 Ne 89.
Y TBEP)KIEHHBIN €IUHUYHBIN SK3EMIULIP TUIIA CPELNCTBA U3MEPEHUM Pa3peIIacTCs K IPUMEHECHUIO

Ha Tepputopun PecrnyOnuku bemapych B COOTBETCTBHM C IIPUIAracMbIM OINKMCAHHWEM THIIA
CPEICTBa U3MEPEHUM. =

.A.Kuciaeako

(vHULMATE, hamMITHA)




[TpurnoxeHue K cepTUPUKATy
00 yTBEpKI€HUH TUIIA
CpeacTBa U3MEpEeHUN

OT /8 bgrott y2074T. Ne JOSY L

OIIVICAHME THUIIA CPEJICTBA M3MEPEHUI

HavMeHnoBanue 1 06003HaYeHNE EIMHAYHOTO SK3eMIUISIpa TUIIA CPECTBA U3MEPEHUIA:
AHanM3aTOp Ta30B U 3IEKTPOJINTOB KPOBH: CHCTeMa aHaIu3a KposH epoc/epoc Blood
Analysis System

HammMmeHoBaHUE CIVHUYHOI'0O 3K3EMILJIsIpa THIIA CPEeOCTBA HBMGPCHHﬁI
AH&J’II/B&TOP T'a30B U 3JICKTPOJIUTOB KPOBH

O0o3HaveHre eMMHIYHOT0 SK3EMILIspa TUIAa CPEICTBA N3MEPEHUN:
epoc/epoc Blood Analysis System

3aBOJICKOM HOMED:
3316/ T1IH11HL 701370

HaznaueHnue:

AHanu3aTop ra3oB U 5IEKTPOIMTOB KPOBHU: CHCTEMa aHaIu3a KpoBH epoc/epoc Blood
Analysis System (manee — aHanu3aTop) NpegHa3HA4YCH U1 U3MEPEHUs IIapaMeTpoB
razos kposu (pH, pCO2, 0:), anexrpomuroB (Na*, K¥, Ca™, CI"), meTabonuTos
(rirox03a, TaKTaT, KpeaTHHUH) B apTeprualbHON, BEHO3HOW, KallMIUIIPHOM KPOBHU.

Onucauue:

KOHCTp}’KTI/IBHO AHaJIN3aTOP BKIIFOYACT JBd KOMIIOHEHTA, O6’B€,Z[I/IHCHHBIX B OJIHY
(xparkoe H3nokeHUEe MHPOPMALUY O KOHCTPYKIMA H NPHHIUNAX JEHCTBHS

CUCTCMY KOTOPEIC pa60Ta10T TOJIBKO BMECTC!

CpEICTBA M3MEPEHIH, HHACHTH(UKAITMOHHBIX JaHHBIX M CIOCO0aX 3alUThI BCIPOSHHOTO

- IOPTaTHUBHOC YCTpOﬁCTBO €pocC Reader ¢ BO3MOXHOCTBIO ITUTAHUS OT CETH MU C
W/WITH TIPUKITAMHOTO IPOTPaMMHOr0 ofecnedeH s (IpYU HanuduH)

ATAaHUEM OT aKKyMyJIsTopa. FIMeeT CIIOT JIJIs YCTaHOBKH TecT-KapT epoc. KoTopsblil
OCHAITIEH BCTPOSHHBIM CKaHEPOM IITPUXKOJa, IEPEKIIF0YATEIEM BBOA KapTEL,
AJIEKTPOKOHTAKTHOM IMTOBEPXHOCTRIO ISl 00ecredeHUsl KOHTAaKTa C CEHCOPHBIM
MOJTyJIEM TECT-KapThl €pOC, AaBTOMATUYECKOU MOJICUCTEMOM TEpMOPETyIIALINHY,
KOTOpas o0ecIieunBaeT HarpeBaHWe N3MEPHUTEILHOU 30HBL TECT-KapTHI €poc 10
ONTUMAJILHON TeMIepaTypBhl.

- CIIeIHAIH3UPOBAHHEIN MOOMIBHEIA KOMITBIOTEP C YCTAaHOBIEHHBIM IIPOTPaMMHBIM
npunoxenneM epoc Host. CesassiBaeTcs ¢ yerporicTBoM epoc Reader gepes
Bluetooth mo 6ecripoBotHOM ceTn. PaccumnThiBaeT 3Ha4eHMUS IO TAHHBIM CEHCOPOB,
nepegaBaeMbIM yeTpoiictBoM epoc Reader. OtobpaxaeT pe3yIbTaThl TECTOB.




OO6s3aTeNnbHBIE METPOJIOTHUECKHE TPEOOBAHUS: IPEACTABIESHEI B TabmuIe 1.
Tabmuna 1

HanMeHnoBaHue, eIUHUIIA U3MEPEHUS 3HadeHue
Jnama3oH u3MepeHHM aKTUBHOCTH MOHOB BoAopoaa, pH ot 6,50 mo 8,00
IIpenen nomyckaeMoro OTHOCUTEIEHOTO CPETHETO
KBa/IPaTUYECKOT0 OTKIIOHEHUS PE3YIbTAaTOB H3MEPEHUS 5,0

aKTUBHOCTH MOHOB Bojopoxa, pH, %

Juamna3oH u3MepeHuit napuruaibHOTO JaBICHUS YTIIIEKUCIOTO

raza pCOz, MM pT. CT. ot 5,0 10 250,0

IIpenen qomyckaeMoro OTHOCUTEIBHOIO CPEAHETO
KBaPAaTUYECKOTO OTKIOHEHUS Pe3yIbTaTOB UBMEPEHUS 5,0
MapIualIbHOr0 AaBjaeHus yriuekucaoro raza pCOz, %

I[I/IaHaSOH H3MepeHHﬁ MapouaJIibHOI'O JaBJICHUA KUCIIOPOaa

pOz, MM PT. CT ot 5,0 mo 750,0

[Ipenen nomyckaeMoro OTHOCUTEIFHOTO CPEIHETO
KBa/IpaTUYECKOTO OTKIOHEHUS Pe3yIbTAaTOB U3MEPEHUS 5,0
MapuUraIbHOro AaBiieHus kuciopoaa pO2, %

Jwnana3oH u3MepeHui KOHIIEHTpalluid HOHOB HaTpus Na™,

MMOJIB/T ot 85,0 no 180,0

[Ipenen nommyckaeMoro OTHOCUTENEHOT'O CPEeTHETO
KBaJpaTU4ECKOr0 OTKIOHEHUS Pe3yJIbTaTOB U3MEPEHUS 5,0
KOHIIEHTpaly noHOB Hatpus Nat,%

Jnama3oH u3aMepeHui KOHIIEHTPAIlNK HOHOB Kaimus K,

ot 1,5 mo 12,0
MMOJIB/JT 2 A >
IIpenen nomyckaeMoro OTHOCHTEIBHOTO CPEIHETO
KBaIpaTU4YECKOT0 OTKIIOHEHHUS PE3YIbTATOB H3MEPEHUS 5,0

KOHIleHTpanuu noHoB Kanus K, %

Jrana3oH u3MepeHuil KOHIIEHTpaIlii HOHOB Kaybrusa Ca'™,

MMOJIB/TI ot 0,25 o 4,00

IIpenen [omyckaeMoro OTHOCUTEIBHOTO CPETHETO
KBa[PaTUYECKOI0 OTKIOHEHUS Pe3yIbTaTOB U3MEPEHUS 5,0
KOHIIeHTpaluu noHoB Kanbrus Ca'™, %

Jlnana3oH u3MepeHu KoHIleHTpauu noHoB xjopa Cl-,

oT 65,0 mo 140,0
MMOJIB/TT

IIpenen nomyckaeMoro OTHOCUTENEHOT'O CPETHETO
KBaJIpaTUYECKOr0 OTKJIIOHEHHUS Pe3yIbTaTOB U3MEPEHUS 5,0
KOHIeHTpauy noHoB xJjopa Cl°, %

Jlvana3oH u3MepeHuil KOHIEHTpaIUU Ir1roKo36l Glu, MMOJIB/IT ot 1,1 mo 38,5

IIpenen momyckaeMoro OTHOCHTEIBHOTO CPEIHETO
KBaJpaTUUECKOI'0 OTKIIOHEHUS Pe3yJIbTaTOB U3MEPEHUS 5,0
KOHIIEHTpaluu riroko3sl Glu, %




[Tpogomxenue Tabaunsl 1
HanmMmeHoBaHMe, e IMHAIA U3MEPEHUS 3Hauenue
Jlnamazon m3MepeHHil KoHIeHTparmu jgakrara Lac, mmons/a | ot 0,30 go 20,00
IIpenen nomyckaeMoro OTHOCUTENBHOTO CPEIHETO
KBaJIpaTUYECKOTO OTKIOHEHUS Pe3yJIbTaTOB U3MEPEHUS 5,0
KOHIIeHTpaIuu jJakrara Lac, %
Huana3on usMepeHuil KoHUeHTparuu kpeatnHuHa CREA,
MKMOJIB/JI
IIpenen nomyckaeMoro OTHOCUTEIBHOTO CPEIHETO
KBaJIpaTUYECKOI'0 OTKIIOHEHHUS Pe3yIbTaTOB U3MEPEHUS 5,0
koHIeHTpanuu Kpearuanaa CREA, %

oT 26,0 mo 378,0

OCHOBHEIE TeXHHUYECKHE XapaKTEPUCTHKH U METPOJIOTHIECKHE XapaKTePUCTHKH, He
OTHOCSIIIHECS K 00s3aTEIFHBIM METPOJIOTHIECKUM TPeOOBAHUAM: MPEACTABICHB! B
Tabimue 2.

Tabmuna 2
HanmMmeHoBaHNe, eNMHUIIA H3MEPEHHUS 3HaueHne

Jlnana3zoH HOMUHAIBHBIX HANPSHKEHUN TUTAIONIEN CeTH ot 100 10 240
IepeMEHHOro TokKa, B *
HomunansHas yacTtoTa nmurtaronei cetu, ' * 50 - 60
VYcioBUs 3KCIUTy aTalluu:
- TUAIIa30H TEMIIEPATyphl OKpYIKaroIiero Bo3ayxa, °C * orT 15 o 30
- OTHOCHUTEJIbHAS BIAXKHOCTE OKPY>KarOIIero Bo3ayxa, %o * 10 85
I"'aGaputHsle pazmeps®, MM, He Ooee
- BEICOTA 51
- JUTWHA 215
- IIMpUHA 85
Macca*, r, He Oonee 860
* CortacHO pyKOBOJICTBY II0 SKCIUIYaTalliH, IIPH IIPOBEACHUH METPOIOIMYECKOM
HKCIIEPTU3HI XapaKTEPHUCTUKA He IOATBEPKIAIACE

KommuiekTHOCTE: IIpencraBiieHa B Tabmuile 3.

Tabnuma 3
HaunmenoBanue KonmaectBo
AHanu3aTop ra3oB U 3JIEKTPOIUTOB KPOBH: CHCTEMa aHaIN3a KPOBH 1
epoc/epoc Blood Analysis System
CeTteBoii kabenb 1
PyKoBOJICTBO 1O DKCILTyaTaINHI 1

MecTo HaHeCeHHUs 3HaKa YTBEPIXKOCHUA THUIIa CPEACTBA HBMepeHHﬁZ

3Hak YTBCPXKACHUA THIIA CPCACTBA I/I3MepeHI/Iﬁ HAHOCHUTCA Ha TPITy.TIBHBIﬁ JIUCT
(Ha cpescTBE U3MEPEHNH W/HITH HA SKCIUTYATAIMOHHON JTOKYMEHTAIUH)

PYKOBOACTBA II0 3KCILIyaTalluu.




MeToarka HOBEPKU:
MILI'P 1135-2026 «Cucrema obecriedeHns eIMHCTBA H3MepeHni PeciryOnuku

(HaMMeHOBaHHE U HOMEP METOIUKA TOBEPKH)
Benapycs. AHaIN3aTOPHEI I'a30B M SIEKTPOJIUTOB KPOBU: CUCTEMA aHAIM3a KPOBU

epoc/epoc Blood Analysis System. MeToauka IOBEpKI.

CBC)IGHI/ISI 0 METOAHUKax (MeTO,Z[aX) HSMGDGHHfII OTCYTCTBYIOT.
(HaMMEHOBAHUS ¥ HOMepa METOIMK (METOIOB) H3MEPEHMH)

HopMaTuBHEIE IIPAaBOBLIE aKTBl, B TOM 4YHCIe O0s3aTelbHBIE A COONIONEHHUS
TEXHUYEeCKHE HOPMAaTUBHEIE IIPABOBBIE aKThl, TEXHUUYECKUE HOPMATHBHEIE IIPABOBEIS
aKTEl B 00JaCTH TEXHUYECKOI0 HOPMHPOBAHUS W CTaHAAPTU3ALMH, JOKYMEHTHI B
007aCTH TEXHHUYECKOTO HOPMHPOBAHUS U - CTaHNApPTU3ALUU, HE SBJIAIOIIHECT
TEXHUYECKUMHU HOPMATUBHBIMU MPAaBOBBIMU aKTaMH, JOKYMEHTAIUS IIPOHU3BOTUTEIIL
UIM  TEXHUYECKOE 3aJjaHve 3asBUTENs Ha METPOJIOIMYECKyI0 JKCIIEPTH3Y,
yCTaHaBIHBaIOIMKe TpeOOBaHUS K THUIy CPEACTBA H3MEPEHUU: PYKOBOJACTBO IIO
SKCIUTyaTalliH.

Wpentudukalys IporpaMMHOro o0ecliedeHrs: IpecTaBlieHa B Tabuule 4.
(yKa3BIBarOTCA BEPCHH NPOTPAMMHOI0 00ECIEYEHHU)

Tabnuma 4
NnenTrduKainoHHOEe HaUMEHOBaHNUE Howmep Bepcuu 110
I10 (MmeHTHGOUKAITMOHHBIM HOMED)
epoc Host, He HIXE 3.40.0
epoc Reader, He HIKe 2.2.14.2
[TpousBoaUTENE:

«Epocal Inc.», Kanaga. Anpec: 2060 Walkley Road Ottawa, ON K1G 3P5, Kanana

(HaI/IMCHOB'aHI/Ie IPOU3BOIUTCHTSA, €TI0 MCCTOH&\O)K,IICHHG)

3akimOYeHHe O COOTBETCTBHUU YTBEPXKICHHOTO THIIA CpeACTBa H3MEPEHHUN
TpeOGOBaHUIM HOPMATHUBHBIX IPABOBBEIX AKTOB, B TOM YHCIIE OOS3aTENBbHBIM MIJII
COONIFOJIEHNST TEXHUYECKUM HOPMATHBHBIM IPABOBEIM aKTaM, TEXHUYECKUM
HOPMATHUBHBIM IPABOBBIM aKTaM B OOJAaCTH TEXHUYECKOI'O HOPMHUPOBAHUA U
CTaHAapTH3alllK, JOKyMEHTaM B 00JacTd TeXHUYECKOr0 HOPMHUpPOBaHUSI MU
CTaHAapPTHU3AINK, HE SBIISIONIAMCS TEXHHYECKAMH HOPMATHBHBIMH IIPaBOBBIMHU
aKTaM", JOKYMEHTAIIMH IPOU3BOUTENS WIN TEXHUYECKOMY 3aIaHUI0 3asBUTEII Ha
METPOJIOTHYECKYIO DKCIIEPTH3Y B OTHOIIEHWM EIMHWIHOTO DK3eMILIIpa CpelCTBa
U3MEpeHUH: aHaTu3aTop Ta30B U BJEKTPOIMTOB KPOBH: CHCTEMa aHaju3a KpOBHU
epoc/epoc Blood Analysis System Ne 3316 / TIH11HL701370 coorBercTByET
TpeOOBaHUSIM TEXHMYECKONW JOKYMEHTAI[MH IPOU3BOAUTENS (PyKOBOACTBO IIO
SKCILTyaTaIlHHn ).

Tum cpencTBa U3MepeHUN OTHOCUTCS K KaTeropuu (KaTeropusM): m. 6.8 cornacHo
MIEPEYHIO KATETOPUH CPEIICTB U3MEPEHHH, TPEICTABISIONINX COBOKYITHOCTh CPEICTB

I/ISMepeHI/Iﬁ OOIWMHAKOBOI'0O Ha3sHA4YCHMA, INPUMCHACMBIX IIPH H3MCPCHUAX B cq)epe
4



3aKOHOJNATEIBHOM METPOJIOTHH, OSK3EMIULIPhl YTBEPXKAEHHOTO THIAa KOTOPBIX
HOJJIEXAT OCYapCTBEHHON IOBEpKE C YCTAaHOBIEHHON B HEM IEpUOJUYHOCTHIO
(mpunoxxerue k IloctanoBneHuro I'ocyapcTBEHHOTO KOMUTETA 10 CTaHAAPTU3AINN
Pecnybnuku benapycs ot 20.04.2021 Ne 39).

VYIOJIHOMOYEHHOE  IOPUANYECKOE  JIMLO, TPOBOJHUBIIEE  METPOJOTHYECKYIO
9KCIIEPTU3Y B LENAX YTBEPXKICHUS TUTIA CPEACTBA U3MEPEHUM:

PCCHy6JII/IKaHCKOC YHUTAPHOC IIPCAIIPHUATHUC ((FpOJIHeHCKI/Iﬁ OCHTP CTaHAapTHU3allkui
(monmHOE HAMMEHOBAHKE, MECTOHAXOXKICHHE, TenedOH, IMEKTPOHHEIN aapec)

METPOJIOTUU U CEPTUDUKALIUIY.

Pecrybnuka benapycs, 230003, r. 'poxnHo, yia.00yxoBa, 3
Tenedon: +375 152 64-31-41

@akc: +375 152 64-31-29

e-mail: csms@csmsgrodno.by

IIpunoxenus: 1. @otorpadus obiiero Buga CpecTBa U3MepeHui Ha | nrcTte
2. Cxema (pHCYHOK) C yKazaHWeM MeCTa IS HaHEeCeHHs 3HaKa
IIOBEPKU CPEJICTBA M3MEpeHM Ha 1 ucTe.

3aMecTUTEb AUPEKTOPA 110 ’ ,’) //

CTaHOapTU3allu U CepTI/I(i)I/IKaHI/II/I @;&( "\"’,-"

I'ponuenckoro IICMC /2 B.A. Camoiinuk
(IOMKHOCTH PYKOBOJUTEIISL A 3aMECTUTENS / (moanuce) (unuuumanel, haMunus)

PYKOBOJUTENS YIIOIHOMOYEHHOTO FOPUAUYECKOTO
JMULA, TTPOBOJIMBLIETO HCIBITAHHUS B LENIX
YTBEPKJICHHA TUIIA CPEACTBA U3MEPSHHH)



[punoxenue 1
(oGsBarensHOE)

Gotorpadust 06uIero Buga CPeCTBA H3MEPEHHI

. 4

epoc >® ‘ epag
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reF] epoc Reader
3316¢
Input: +8V Z230A

S/M: TIHTIHLTD1370
WIFL MAC: 20E791023EA2
BY MAC: 208791023EA1

FCOID: 2AUAM-PDATOSH

ICID: 25398-PDATOSH
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epOC Reader must be used only \
mamww-xsﬁwa :

Epocal, inc.
2060 Walkisy Road
Ottawa, ON K1G 3P8

Pucynox 1.2 — @ororpadust MapKkupoBKY aHAIHA3ATOPA



[Tpunoxenue 2
(o0s3arensHOE)
Cxema (pUCYHOK) € YKa3aHMEeM MeCTa JIJIsl HAHECSHUS 3HAKA ITOBEPKYU CPEACTBA
A3MEPEHUI

AecTO JUIS HaHEeCeHUs 3HaKa MTOBEPKH (KIIeHMO-HakIeKa)

Pucynox 2.1 - CxeMa (pUCYHOK) C yKa3aHUEM MECTa JI1 HAaHECEHMS 3HAKA ITOBEPKU



